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WARNlNO LETTER NO. 2004-NOL24 

FED#uuExPREss 
OVERNIGHT DELIVERY 

Mr. Kcnncth H. &issctt, President 
Old Hickory Mcdicinc Company, Inc. 
410 Peari street 
Andaiusia, Alabama 36420 

Dear Mr. Gtissctt: . 

On November 18,19, and 20,2003, an inve&Qator af the U.S. Food and DIU~ Administration 
(FDA) conducted an inqcction of Fur drug manufacturing facility, located at 410 Pearl Street, 
Andaiusia, Alabama The inpction was conducted to dctamine compliance with FDA’s 
Current Good Man&&ring Pmcticc (CGMP) far Finished Drugs, Title 21, C&e qfF&ierul 
Regulations, Parts 210 and 211(21 CFR 210 and 211). Our investigator documental deviations 
hrn the regulations that cause your finiW drugs to be adulterated and misbrandad within the 
meaning of S&ions 501(8)(2)(B~ 502(ch and sozo(l) and (2) of th8 Pcdcral Food, Drug, and 
cosmetic Act (thC Act). h dditiOll, J’OW firm if3 dit3tdW~~ Unapproved IEW dl-U@ in ViOhtiOll 
of SOS(a) of the Act. The invcst&tor fapnd that pur firm mzmubrctures, labels, and distjiitea 
humondnrgp~uds,inchadmg~~HickoryEar~””oldHickoryP~~~“IyHd 
Hickory Athlete’s Foot & Ringworm Rancdy,” and 1ylld Hickory At&t&~ Foot & Ringworm 
Liquid.” 

Old Hickory Eu Drops 

Thelabelofthisprodudbearsclaims,suchas”PorsoAeningandaidofthe~~ofearwax 
and to reiieve the minor irritation caused by the wax accumulation” Based on these intcndcd 
usee,tbeprodudisadrugasd~edinSaction201(g)oftheAd. Bccauscthispmductclaima 
that it is useful br the removal of carwax, it is subject to the final regulations covering over-tht+ 
counter (OTC) topid 0th dIU8 products found in 21 ci%i 344 (Topical OtiC DrIIg produds for 
Over-thecountcr Human Use). While the label includc~ a list of ingredients, there is no 
diffWztiation between active and inactive in8rcdicnts. This aWx.s all tbc lab&d ingrcdicnts to 
be active in@cnts, but none of the listcd ingredients is pumittcd M an active in8rcdient in an 
cmvax removal aid (21 CFR 344.10). Wthcr, tbc product’s statement of identity, indications, 
warning, and directions that are listed on the label do not comply with the final regulations (21 
cm 344.50). 
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Old Bkkory Foot-O-L8tum 

Because the product’s label chims that it is effective to remove coma and calluses, it is a drug as 
defined in Section 201(g) of the Act, and it ia subject to the final regulations for OTC corn and 
callus remover products (21 CFR 358, Subpart F). The product label doea not distinguish 
between active and inactive ingredients. This cau8ea all the labeled ingredients to be active 
ingredients. The fomu&ion of this product does not comply with the tinal regulation because 
methyl 8alicybite and petroIatum are not permitted as active ingrediarta in OTC corn ind callus 
remover products (21 CPR 358.510). Further, pmduct’s statement of ideutity, indications, 
warnings, and directions that are listed on the label do not comply with the final regulations [21 
CPR 358.550(a) - (a)]. 

Old Bkkory Athkth Foot & Ringworm Remedy 

Based on the claims on the product’s label, such as “For relief of athlete’s f’oot, ringwom~, toe 
itch...[andjaidsin removing soft corns and callouses,” the product is a dmg aa defined in 
Section 201(g) of the Act. Because the label claiis that the product is useM in treating athlete’s 
fbot arid ringworm, it is subject to final regulations for topical On= antifungal drug products (21 
CFR 333, Subpart C). ‘Ibe pmduct’s label does not differentiate between active and inactive 
ingredients. This causes all labeled ingredients to be active ingredients. None of the listed 
ingredients is permitted as an active ingredient under the final regulations for topical OTC 
antifungal drug pducts (21 CFR 333.210). Further, the product’s statement of identity, 
indications, warnings, and directions that are listed on the label do not comply with the tinal 
re@ations 121 CPR 333.250(a) - (d)]. 

Because the product also claims to be effective as an OTC corn and cabs removes, it is subject 
to the 64 regulations for OTC corn and calhrs remover drug products (2 1 CFR 358, Subpart m 
TIN hmulation of this product does not comply with these f regulations because benzoic 
acid and phenol are not permitted as active ingredients in an OTC corn and callus remover (21 
CFR 358.510). Further, the product’s statement of identity, indications, warnings, and directions 
that are listed on the label do not comply with the 6nal regulations 121 CFR 358.550(a) - (d)]. 

Old Bkkory AUkWe Foot 8 Rhgworm Liquid 

Based on the claims on the product’s lab4 such as “For relief of athlete’s foot, xingwonn, toe 
itch, golf itch and other fhngus skin irritations also aids in removing soft corns and callous~” 
the product is a drug e defined in Section 201(g) of the Act. Because the product claiis that it 
is useful in lnxting athlete’s hot and ringworm, it it3 subject to &al regulations for topical OTC 
antifungal drug products (21 CFR 333, Subpart C). The product’s label does not differentiate 
between active and inactive ingdienta This causes all Iabeled ingredients to be active 
ingredienh. None ofthe listed ingrediez~ts is permittedas au active ingredient uuderthe 6~11 
regulationa for topical On= autifiqal drug produch (21 CPR 333.210). Purther, the product’s 
statement of identity, indications, warnings, and directions that are listed on the label do not 
comply with the Enal regulations [21 CFR 333.250(a) - (d)]. 

Because the product also claims to be effective as an OTC corn and callus remover, it is subject 
to Rnal regulations fbr On= corn and calhrs remover drug products (21 CFR 358, Subpart F). 
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The formulation of this product does not comply with the Enal regulations because alcohol snd 
glyshe are not permitted as sctive ingredients in an OTC corn and callus remover (21 CFR 
358.510). Further, the product’s statement of identity, indications, warnings, aad directions that 
am listed on the label do not comply witb the final regulations 121 CFR 358.550(a) - (d)]. 

Because of their deviations fiwn applicable regulatiouq “OM Hickory Ear Drops,” “Old Hickory 
Poot-o-Lanun,” “Old Hickory Athlete’s Foot & Ringworm Remedy,” and “old Hickory 
Athlete’s Foot Bt Ringworm Liquid” are considered new drugs az defined in Section 201(p) of 
the Act. ‘llxxefm, u&r Section 505(a) of the Act, they may not be introduced or delivered 
into interstate commene without approved new drug applications. These prod& also are 
misbranded under Section 502(f)(l) of tbe Act in that their dir&ions for use deviate from the 
language of the applicable monographs. Likiwise, the pmducts are misbranded under Section 
502(f)(2) of the Act for tihlre to bear required warnings. 

En &Man, each label far the above-mentioned products frils to comply with the regulations 
under 21 CFR 201.66 covering the &nnat and content of OTC drug labeling. These regulations 
establish the critmia for enswing that OTC dmg labeling information is conspicuous at the time 
of purchase and use. See @t@vww.fdan /cderIOfKceslOT#thugFactsF~lRulc.~ The 
~huttoc4mplywiththcsereeulatiws~~yourOn:drugproductritobtmisbrandcdunda 
Section 502(c) of the Act. 

Youshouldbeawarcthatallof~~drugproducternustcomplywitb allexistinglabeling 
requirements of Section 502 of the Act and manufirctured, packaged, labeled, and stored 
alzcording to CGMP’S (21 CFR 210 8t 211). 

In addition to deviations from the requirements of the Act discussed above, our investigator 
documented deviations from the CGMP regulations. The deviations were listed on the enclosed 
Form FDA 483 which was discussed with you at the close of the inqection. The CGMI’ 
deviations documented during the iqxction include, but are not limited to, the following: 

l Your firm does not perform any finished pnxhM testing prior to release of drug products fbr 
distriiution to determine satisfactory conformance to&c iinal specifications, identity, and 
strength of cacb active ingredient [21 CFR211.165(a)]. 

OYour~hasnot~~anystabilitytestingtoeupporttbethretycaraxpirationdstayou 
assigntoywrfinisbeddrugproducts[21 CFR211.166(a)and(b)J. 

0 Your fhl has not established written pfQcedw% to prevmt objectionable micmorganisms in 
your finished drug products [Zl CFR 211 .113(a)] and has not performed microbial testing on 
cxhbatchoffinisheddrugproduct [21 CFR211.16S(b)]. 

oYourfirmbasootcooductcdanyassaysaridcntity~oncompooentsusedintbc 
manufacture of Fur drug products to assure the components meet required specifications [21 
CFR 21 lM(d)(l) and (211. 

l Your production batch records do not identify mixing times nor heating temperatures used to 
nmdkture your drug products to assure unifbrmity and homogeneity [21 CFR 211 .l IO(a)]. 



Page 4 - Old Hickory Medicine Company Ix, Andalusia, AI., W&g Letter No. 2004-NGL24 

0 Your firm’s quality control unit does not have the respon&ility for approving or rejecting all 
pro&ures or specifications impacting the identity, atnx@, quality, and purity of the product. 
For example, finished drug products are released for distribution without approval tirn a 
quality control unit and your written pro&urea are not reviewed aud approved by a quality 
control unit [21 CFR 211.221. 

l your employees involved in the manufacturing of drug pruducts have not been given CGMP 
training [21 CFR 211.25(a)]. 

l Your firm has not kept records documenting the maintenance and cleaning of equipment [21 
CFR 211.67(c)]. In addition, you do not document on your batch records the number or code 
ofequipmentusedintbemanufactumofeashbatchofdrugproduct[21 CFR21LlOS(b)]. 

0Asecoodpersond~notvaifjldrcdditionofcomponcntetoabatchofdnrgproduct[21 
cm 21 l.lOl(d)J. 

l Your tlrm stores drug componenta, removed ti the original containers, in plastic containers 
that are not properly labeled with the strength and bt number of the component [21 CFR 
211.101@)]. 

l Your finn does mt exercise strict control over labeling issued for use in drug product labeling 
operatious[21CFR211.125(a)]. Also,yourfirmdoesnotcompareincomingdrugproduct 
labels against a master label upon receipt and before use in pa&aging and labeling of your 
drug products [21 CFR 211.122(a)]. In addition, ypur firm does not include a specimen or 
copyofeachfinishcdQugproductlsbclinthemasta~nwdcontrolrccorde[2lCFR 
211.186(b)(8)]. 

~Yourfirmbasnot~~atcdthethreewei~tscafesaodonetberolometerusedintbc 
productionofdrugproducts [21 Cl?R211.160@)(4)]. 

l Your firm has no written jrocdura to addmss the distriiutkin of finished drug products 
manufactured, stored, and distriited by your firm (21 CFR 211.1 SO). Also, you do not have 
writtenproceduFesfor~tbatdffcn’beasystembywhichthcdietributionof~hbtof 
drug product can be readily de&mined to &cilitate its nxall if necessary [21 CFR 211.150(b)]. 

This letter is not intended to be an all-inclusive list of deficiencies at your &ci lity. It remains 
your responsibility to eusure adherence to all requirements of the Act and regulations. You 
should take prompt &on to correct these violations. Failure to correct these violations may 
result in regulatory action, including seizure au&r injunction, without further notice. 

Until such correctiona have been made, Federal agencies will be advised of the issuance of this 
waning letter, so they may take this information into account when considering the award of 
contracts. Additionally, pending product or methods approval applications or export approval 
requ&s may not be approved until the above violations are corrected. 

We are aware that at the close of your inspection on November 20,2003, you made a verbal 
cammitmnt to cmect obenmd deftcieneies. You should notify this o@ce in writing, within 
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ii&n (15) working days of receipt of this letter, of the specific steps you have taken to correct 
the noted violations, including an explanation of each step taken to prevent the nxurrence of 
similar violations. If corrective action cannot be completed within f&en (15) working days, 
please state the reasou fbr the delay and the time by which the corrections will be completed. 

Address your reply to the U.S. Food and Drug Administration, Attention: Ms. Cynthia R 
croclra, Compliance Oflicer, 100 W. Capitol Street, Suite 340, Jackson, Miesissippi 39269. If 
you have any questions regarding 4ny issue in &is letter, please contact Ms. Cracker at (601) 
965-4581. 

Patricia K. Schafer 
ActingDistrict Director d 
NewOrleansDistrict 

Encm Form FDA 483 


